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	Form
Guidance for Preparation of Documentation File(s)




Guidance for preparation of documentation file(s) which

- shall be submitted to the Notified Body for CE-Conformity Assessments according to 

AIMDD
Annex 2,
Item 4
Design Dossier
AIMDD
Annex 3,
Item 3
Device Documentation
MDD
Annex II,
Item 4
Design Dossier
MDD
Annex III,
Item 3
Device Documentation 
IVDD
Annex IV,
Item 4
Design Dossier
IVDD
Annex V,
Item 3
Device Documentation
or which

- must be made available by the manufacturer to the national authorities for EC-Conformity Assessments according to

MDD
Annex II
Item 3.2
Technical Documentation
MDD
Annex VII
Item 3
Technical Documentation
IVDD
Annex IV,
Item 3.2
Design Dossier
IVDD
Annex III,
Item 3
Device Documentation.

In general, the documentation has to be in such detail that the design, manufacture and the designed performances of the product can be evaluated, in order to prove compliance to the provisions of the AIMDD 90/385/EEC and the MDD 93/42/EEC, respectively.

	1)
Application form (see TÜV SÜD PS's form!)

	2)
Photographs (photo documentation) preferred size A4 colored

	3)
User manual(s) intended for the European market incl. periodical safety tests 

	4)
General description of the product(s) including the classification (MDD, Annex IX) and intended use
4a)
List of accessories, adapters and other devices or equipment which are intended to be used in combination with the device system

	5)
Specifications and performance data of the product(s) as claimed 

	6)
General description of any variants planned

	7)
Risk analysis report incl. implemented risk control measures/methods (EN 14791)

	8)
List of standards referred to in Article 5 related to the product development. Appropriate proof to show conformance to the directive in the case where the standards applied are either not mentioned in Article 5 of the Directive or are not applied in full or no standards are applied at all.

* essential requirements according to Annex 1/ I of the AIMDD/MDD/IVDD (e.g. in the form of a checklist)

* internal manufacturer standards

* any applicable regulatory standards

* current state of technology (state of the art technique)


	9)
Electrical / mechanical / chemical constructional data including drawings, descriptions, and explanations necessary to understand the drawings / diagrams and the operation of the product(s)

	10) 
Clinical data referred to in Annex 7/AIMDD or Annex X/MDD respectively. performance evaluation data referred to in Annex VIII/IVDD

10a)
Clinical risk to intended benefit analysis e.g. final risk assessment whether the residual technical and clinical risks are acceptable in regard to the intended benefits and performance of the (implantable) device system

	11)
Design verification/ qualification/ validation documents

11a)
Design QA Plan (see essential requirements checklist as defined in section 8); (for Software, a Software-Validation Plan can be required!)

11b)
Qualification test reports containing test results based on applicable standards (as defined in section 8). (Especially for IVD’s: test reports on stability).

11c)
Summary report on satisfactory completion of the activities in the Design QA Plan 

	12)
If the product(s) is/are to be connected to other product(s), proof must be provided for conformity to the essential requirements when connected to any such product(s) having the characteristics specified by the manufacturer

	13)
Labeling layouts for the complete system, including sterile and storage packaging.

	14)
Manufacturing flow chart highlighting the tests which were designed to ensure compliance to the essential requirements of the respective Medical Directive. (In case of list A IVD’s: Additionally batch release protocol). 

	15)
A declaration as to whether a substance, which is referred to in Annex 1, section 10/AIMDD or in Annex I, section 7.4/MDD is incorporated in the device along with documentation concerning the appropriate test (if applicable)

	16)
Description of the method of sterilization including appropriate proof of validation  (if available)

	17)
Overview of previously regulatory approvals  (if available)


Note: If you need more information please contact your responsible department at TÜV SÜD Product Service! 
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